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Siflttm 

1 )□ Responsive to communic3fon(s} fifdd on iTAtifU266^. 

Tftis-aetion is FINAL 2b)n This adfion noivfin^. 

3) n Since this applicayon is in eondltion for albwance except for formal fnatteca, proseoution as to the mentslls 

doaad in accordance with the pradJce ufKJer Be f^m Oweyfe, CO. 1 1 ^ 453 0,G, 213. 

Disposition of Cfotma 

4) D Claim(is>lgjM2Sl8/ara pending 

4a) Of the oiwve cl^m(s) ia^e^ withdrawn Jrom conaider^on. 

5) 0 CJaifTT(5) Is/are al.lcw^> 

Ciairrife) if 9 arid 28 ja/are rejected. 
70 CteirrKs) Is/am oijjdcted to. 

8)D Cialm(a) arasubjeci to restriction andtor elecfioft raquirament 

Applica^on Papera 

Tile apadficatton objoGted to by the Examaier. 
too The drawlng{^) filed on „ - ^are: a)D accc^d or b)n ot^ecfed to by the Examiner 

Appfk^snt may not requesi that any dbjec&sn to t^id €N^wt(ig(^ be ftiaild In ^eyanbe; See 37 CFR 1 .8S(a). 
Rej^acem^ (frSMAna «h6et<8> mdiKii^ the cenractloft is requfmd thedrawmgis) is o^ected to. See 37 OTl 1.12t(d>, 

11) D the oath <lur declaration (a exceed to by the Examiner Mole the Attached Office Action or fom PT0-15a 

Priori^ under HA 0.$^C. $ 11^ 
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t O Certilled coqples of the {Hior^ doctimi^Ks t^ve been received. 

2.Q Certified cofnes of tlu! priority docurnenfis have bea) rac^Ved in Applicalion No. , 

30 Gc^es Of the certified oc^ of tfie pripnty documents h»^ been receivBd in this Nalkml Sitage 
applicatton from the International Bureau (PCT Rute 17 J2(a)}. 
See the attached detailed Office asfon ibr a list of the oartiaed copies :not reoeivad. 



AttachmMit(«) 

i}:D Notice of Reieieiioes Cited {PTO^dZ) 

2) □ Notiiss or DraflsjMU^on'ft Pjitont QraMfTris Rieivi^ (PTO^> 

3) □ Irftorrrurtion Disokwbre 8tat6rheht(s) (PTa4449 or PrD^&OS) 

Papw No(&VMaU Date , 



4) □ inteivisw8uijjm«fy.(PT0^1^ 
□ Wotw of Infomwl Patent Applkseeon <Pf 0^152) 



Qffita Actton aummaiy 



Pert or Paper No;yii4ajj q^ta 2 



PAGE 1 7/23 * RCVD AT 6/27/2006 1 1 :32: 13 AM [Eastern Daylisht Time] * 8VR:U8PT0-EFXRF-a/13 * DN18:2730830 " C8ID:U8PT0 • DURATION (mm-ss):20<68 



•> USPtO 6/27/2006 11:32 AM PAGE 18/023 Fax Server 

TO: tarn dkvis COMPANY: 



AppUcaUon/Conbol Number: 10/009^61 Page 2 

AitUftiti 1642 

1 . The AmCTdmeat filed April 27» 2006 in response to the Office Action of 
Deeember 21, 2005 iis acknowledged and has he&n mtered, Pjr^viously pending 
claim 30 has been cancelled, daiin 1 9 amended. Claims 1 9 and 28 are 
Ciirtently being examined. 

2. The textof those sections of Title 3S, U.S. Code Jiot included in this action 
can be ibund in a prior Office action. 

New Grounds of JteJec^H 
Claim R^ecUons-SS V$Q 112 

3. Claims 19 and28 are mjected under 35 USC U2, first paragraph, as the 
specification does not contain a. written description of the claimed invention. The 
limitation of prostate cancer cells which overexpresa HER-2Aieu protein claimed in 
CIaiml9 and 2Z ha&no clear si^poit in the specificatiQn and the claims as 
originally fSed. Applicant pomfs to support for the newly added limitations of 
claim 1 9 in the originally filed claim 30 as well as in Ibe specification at pa^e 103, 
lines 31*«33 and stages that the xemalinng changes to claim 19 intrt»dwce minor 
format changes. The cited support has been considered but has not beeo found 
persuasive becmise a review of claim 30 reveals that it is drawn to androgen 
indep«»dertt prostate canc«: iMit is not (frawn to aiidn^enHindqiendent {Hostate 
cancer cells ihat oveiexpress HER,-2/neu, Further^aieview of page I03,i|ines 31- 
33 reveals suppoct for Paclitaxel and Merceptin coti^atment leading to greater 
growth inhfbEion than was seen for the agents in<tividua!iy. Thus, none of the 
support cited for this amendment is drawn to the amendment Further^ it is noted 
that the newly added Umitalion is not a minor fbrmat change hut laflier changes the 
scope of the claimed invention. The subject matter claimed in claims 19 tod 28 
broadens: the scope of the inViBntion as originally disclosed m the 8peeific»tioa 



PAGE 1803 * RCVD AT 6/27/2008 11 :32:13 AM [EBStem DayDgM Tline] • 8VR:U8PTO-EFXRF.3/13 * DNIS:2730830 • C8ID:USPTO * DURATION (inin4S):2048 



' USPTX) 8/27/2006 11:32 AM PAGE 19/023 Fax Server 

TO:tam davis COMPANY: 



Appli«ition/GontroJl Numb^ 1 0/0(y9,S61 Page 3 

Art Unit: 1642 

4, Claims 19 and 28 are rejected under 35 USC 1 12, firet paragraph, as the 
specijHeation does not ccmtain a written d^ription of Ae claimed invention. The 
limitation of a method c(»nprises adndnisteniiig d^ tnonoclouai dtUibody v^ch. 
sselectivelyliifids to the eXfifacelliilar domain of HER-a/tieii protein claimed m 
CIdm 19 and 28 lias no clear svpport in the sp^ification and the claims as 
originally Sled. AppUcam points to support for tbe; ne«/ly ajided liiHitations of 
claim 19 in the originally filed claim 30 as well as in the specification at page 103, 
lines 31-33 and states that the remaining changes to claim 19 introducie minor 
format changes. The cited support has Iwen cocKsidered but i»s not be^ fbund 
persoasiye because areview of claim 30 reveals that it is drawn to anAxJigen 
independent prostate canoer bat i« not drawn to selective^inding to HER-2/neu 
Bxptsfssed on androgen-independent prostate cancer cells. Further, a review of 
page 103» lines 31-33 reveals support for Paclitaxel and H^ptin cotreattnent 
leading to greater growth irdiibjtion than was sew for the ^ents indi vidudly. 
Thus, none of the support cited for this amendment is dtawn to the antendment 
Further, it is noted th^rt the newly added limitation is not a min<a' format c&ange but 
ratiher changes the scope of the claimed invaiiian. The subjem matta^elaimed in 
claims 19 and 28 bro^ens the«ici3pe of the invention as origmaJly disclosed m the 
specification. 

5. Ckims 19 and 2^iHe rejected under 35 USC M 2, first part^c^, as the 
specification does not contains written descr^tion of the claimed invention. The 
limitation oflresiimm wberem treatment with the monoclonal fuitibody and the 
diemothenapeutic agent inhibits prostate cancel- cdl growth more ^n treatment 
with either the monoclonal iSMibody alone or ^he chemcMiier^atic agent alone 
claimed in Glaiml 9 and 28^ in the absence of the recitation Hat the 
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chemotherapeutic agent is paclitaxel, has no clear support in the specificafion and 
the claims as origiiBlly filed. Applicant pomifs to support ferthe newly added 
limitations of (^laiin i 9 in the origiBally iiled claim 30 as wdl as in the 
specificaticai at page \m, lines 31-33 and states fliat die isemaining changes la 
claim 1 9 introduce nunor format dtffioges. Hie cited support, has been conadet^d 
but has not been found persuasi ve because a review of claim 30 ifeveals that it is 
drawn to androgen independent prostate cancer but is not drawn to additive or 
synergistic properties of the claimed meAod Further, a review of page 103, lines 
3 1-33 reveals support for Paclitaxel and Herceptin coQ-eatnunt leading ta greater 
growth inhtbilion than seen for the agents in4ividQeiny, This Slatwnent does 
not isupport the newly ad<fed' broad limitation drawn to the i^bmation of any 
chemothetapeUtLc drug aiitibodytt^extraoeUular domain of HER-2/neu. TM&, 
none of A© support cited for this amendment is drawn to the amen<taient Furtter, 
it is noted tiiat tije newly added limitation is not a minor fbimat change but mther 
changes the scope of the claimed invention. The subject matter claimed in ctdms> 
1 9 and 28 broadens the scope of the iny^on originally disclose in the 
specification^, 

6. Ho claims' aiUoWed. 

7. All o±sst objec&ms and rejections set forth in the previous office action are 
hereby withdrawn. 

8. Applicant's amendmants necessitated the new gtouncb of Tejectl<»L Thus» 

THIS ACTION IS MADE WNAL, Applicant is reminded of the extension of 

time policy s& set forth in 37 C.F.R. 1.136(a). 

A SHORTENED STATUTORV PERIOD FOR RESPONSE TO THIS 
FINAL ACTION IS SET TO EXPIRE THREE MONTHS FR.OM THE DATE OF 
THIS ACTION. IN THE EVENT A FIRST ^SPONSE IS FILED WITHtt^ 
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TWO MONTHS OF THE MAILING tJATE OF THIS FINAL ACTION AND 
THE ADVISORY ACTION IS NOT MAILED UNTIL AFTER THE END OF 
THE THREE-MONTH SHORTENED STATUTORY PERIOD, Tfim THE 
SHORTENED STATLTimY PERIOD WILL EXPIRE ON THE DATE THE 
ADVISORY ACTION IS MAILED, AND ANY EXTENSION FEE PURSUANT 
TO 3T€.F,R, 1 . 136(a) WILL BE CALCULATED FROM THE MAILING DATE 
OF IHE ADVISORY ACTION. IN NO EVENT WILL THE STATUTX>RY 
PERIOD FOR RESPONSE EXPIRE LATER THAN SIX MONTHS FROM THE 
DATE OF THIS FINAL ACTION. 

9, Any inquiry conceiting this eommumcation or e^tier communic^ons 
from the examiner should be directed to Sieari Ur^sr, PhD whose telqshone 
nuniber is (57 1 ) 272-083 7. The examiner can nommlly be reached on Monday 
through Friday firom 7r30am to4pm. 

If s^tten^ts to iteach the i^caminer by telephone ate tmsuccessfiil, tlw 
examiner's supervisor, JetGte^ SieW» can be ceached at 571-272-0787. live fax 
phone number fonfliis Art Unit is (571) 273-8300. 



Primary Patent Examine 
June27,200!5 
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